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Office Action Summary 



Application No. 
Examiner 



Appitcant(s) 

KISO ETAL 
* Art Unit " 

Devesh Khare 1623 
.. Tne MAILING DATE of this communication appears on the cover sheet with the correspondence address - 
■ Period for Reply 

' A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
! THE MAILING DATE OF THIS COMMUTATION , rnownt however mavareplvbetimei/flled 

i - t (tensions uf iiinc m<3y avoilai-iC ui.^e. l,,^ 

alter SIX (6) MONTHS from the mailing date of this communication. minimum rj thirty (30) days will be considered timely 

fii'-ied patent term adjustment See 37 CFR 1.704(b) 

Status 

I )□ Responsive to communication(s) filed on . 

2a)D This action is FINAL. 2b)0 This action is non-final. 

3) D Since this application is ,n condition for allowance except formal matters prosecutior , as to the merits ,s 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 1 1 , 453 O.G. 213. 
Disposition of Claims 

4) 0 Claim(s) H8 is/are pending in the application. 
4a) Of the above claim(s) is/are withdrawn from consideration. 

5) D Claim(s) is/are allowed. 

6) Q Claim(s) tli is/are rejected. 

7) D Claim(s) is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

90 The specification is objected to by the Examiner. 

10)D The drawmg(s) filed on is/are: a)D accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 

I I )□ The proposed drawing correction filed on is: a)D approved b)Q disapproved by the Examiner. 

If approved, corrected drawings are required in reply to this Office action. 

12) D The oath or declaration is objected to by the Examiner. 

Priority under 35 U.S.C. §§ 119 and 120 

13) Q Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d) or (f). 

aO All b)D Some*c)0 None of: 

1 .0 Certified copies of the priority documents have been received. 

2 □ Certified copies of the priority documents have been received in Application No. . 

3 □ Copies of the certified copies of the priority documents have been received in this National Stage 
application from the International Bureau (PCT Rule 1 7.2(a)). 

• See the attached detailed Office action for a list of the certified copies not received. 

14) D Acknowledgment is made of a claim for domestic priority under 35 U.S.C § 1 1 9(e) (to a provisional application), 
a) □ The translation of the foreign language provisional application has been received. 

150 Acknowledgment is made of a claim for domestic priority under 35 U.S.C. §§ 120 and/or 121. 

Attachment(s) 

r-i , n , r-» h mrn PQo^ 4) □ Interview Summary (PTO-413) Paper No{s). . 

n M Notice References Cited (PTO-892 ' ^ , , _ . , . 1Wrr/ n T n<^ 

,) - 5 ) n Notice of Informal Patent Application (PTO-i5^. 

2) □ Notice c f Draftsperson s Patent Drawing Review (P 1 U-y4») ^ i_j 

3) □ information Disclosure Statements) (PTO-1449) Paper No(s) _. . 
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Office Action Summary 



Part of Paper No. 4 



Application/Control Number: 09/857,695 
Art Unit: 1623 

35 U.S.C. 11 2 , second pa ragraph rejection 

Claims 3 4 7-11 and 12 are rejected under 35 U.S.C. §112, second paragraph as 

f£ bailing to particularly point out and distinctly claim the subject matter 
which applicant regards as the invention. 

In claims 4,8 and 12, the pharmaceutical^ acceptable carrier is not defined, rendering 
the claim incomplete. The phrase "a pharmaceutical^ acceptable earner" is ambiguous 
and renders claims 4,8 and 12 indefinite. 

Claims 3,7 and 1 1 are unclear with regard to the terms "atleast 30%". 

Claims 3,7 and 1 1 are directed to a therapeutic agent. It is unclear whether the term 

"atleast 30%" refer to a specific unit. 

Claims 8-1 0 are directed to the therapeutic agent which contains xylooligosaccharide 
containing xylobiose in claim 2. Claims 8-10 does not confer patentable distinction on 
the previously claimed therapeutic agent claim therefore claims 8-10 are being a 
substantial duplicate of claim 2. 

35 U.S.C. 101 reads as follows: 

conditions and requirements of this title. 

Claims 13-18 are rejected under 35 U.S.C. 101 because the claimed recitation of a use, 
without setting forth any steps involved in the process, results in an improper definition 
of a process, i.e., results in a claim which is not a proper process claim under 35 U.S.C. 



Application/Control Number: 09/857,695 
Art Unit: 1623 

101. See for example £* parte DunK. 153 USPQ 678 (Bd.App.1967) and CHnical 
Promts. LH V. Burner. 255 F. Supp. 131, 149 USPQ 475 (D.D.C. 1966). 



3fi L/.S.C. f 0 ?fty rejection 

A person snail be entitled 10 8 pale nl ^"' 9 « „ put , fca ,/ 0 „ /„ this or a foreign country or in 

the L/n/fed States. 

Claims 1-12 are rejected under 35 U.S.C. 102(b) as being anticipated by 

Mitsuhashi et al. (EP 382355). 

The applicants claims are broadly directed toward a therapeutic agent xylobiose 
or xylooligosaccharide for the treatment of hyperammonemia or hepatic 
encephalopathy that need be administered in smaller doses. 

Mitsuhashi e. al. discloses the oral administration of xylooligosaccharide in the 
treatment of hyperammonemia and hepatic encephalopathy. Mitsuhashi et al. discloses 
further the weigh, ratio of xylooligosaccharide to a pharmaceutical carrier in the range 
of about 0.1-10, on a dry solid basis which is encompassed by the applicants claims 
(see abstract and claims 5,6,7 and 14). 
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State of the Art References 

The following references further reflect the current state of the art: 
Rikkers (Abstract: Surgery (1983 Aug.) 94(2),p P 126-133) - Discloses the assessment 
of portal hemodynamics, intestinal absorption of D-xylose, ammonia metabolism, and 
clinical encephalopathy. 

Pai et al.(Abstract : Chinese Medical Journal, 1995 Jan., 55(1), pp. 31-36) - Discloses 
Lactitol an analogue of lactulose as an alternative to lactulose in the treatment of 
portosystemic encephalopathy. 



Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Devesh Khare whose telephone number is (703)605- 
1 199. The examiner can normally be reached on Monday to Friday from 8:00 to 4:30. 

numbers for the organization where this application or proceed.ng .s ass.gned is 

^^^^re or re,at,ng to the status of this applicat.n or proceeding 
should be directed to the receptionist whose telephone number .s (703)308-1235. 



Devesh Khare, Ph.D.,JD(2Y). 
Art Unit 1623 
May 2,2002 



